INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica i &
Tyler Encapsulations - thalme Formulas P"YTOPHARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chaiienger Drlve Green Bay, Wl 5431 1—8328
ENZYMATIC THERAPY Wilsonwville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
T EIEI T e P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 -« F: 920.469.4418 (Phyto)
W BOtIer feis e \ 0729 6 JH23 P2:06

January 11, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway AN1T T 9N0A
College Park, MD 20740 R ’

RE: Label Claims/Disclairneljs

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

R = N o
Cell Forte® Purple Mushroom Defense™, Cell Organic Purple Kculli Com Agaricus (Agaricsu

Purple Forte’s first line of defense, helps you | blazei), Organic Purple Kculli Corn Matiake
Mushroom take control naturally with 4 organic (Grifola frondosus), Organic Purple Keulli Comn
Defenge™* powerhouse mushrooms, * Coryelis (Tremetes versicolor), Organic Purple

Kculli Corn Reishi (Ganoderma lucidum), Organic
Purple Keulli Corn Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o L4044

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 1/// /0 b

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

M:chaelP Devereux
Chief Operations Officer 175 6167 LET / 7 / X 6

L
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NE Farmulas + PhytoPharmica &
Tyter Encapsulatmns @ V:talme Formu!as PHYTOP"ARM'CA'
9755 .SW Commerce Circle, Su‘te BZ 825 Cha!ienget Drtve Green Bay, Wi 5431 }- 8328
ENZYMATIC THEBAPY Wilsonvilie, OR 27070 P: 9204691313 « F: 888.570.6460 (Enzymatic)
SR LR P B AT B D P: 5035.582.8386 + F: 503.582.04867 P: 920.469.9099 - F: 920.469.4418 (Phyto)

What Better feels tike”
———

January 11, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201{g)(1)(C) of the act and comply with section 403(r}{6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Purple Mushtoom Defense
contains antioxidant-rich,
organic purple keulli corn, for
serious deep immune
support.*

Cell Forte®
Purple
Mushroom
Defense™*

Organic Purple Kculli Corn Agaricus (Agaricsu blazei),
Organic Purple Keulli Corn Matiake (Grifola frondosus),
Organic Purple Keulli Com Coryolis (Tremetes versicolor),
Organic Purple Kculli Corn Reishi (Ganoderma lucidum),
Organic Purple Kculli Corn Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

w00

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 1////0(0

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Yt

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NE Formulas ~ PhytoPharmica &
Ty!er Encapsulatlons Vltahne Formulas PHYTOPHARM'C‘V
‘ 9755 SW Commerce Circle, Suite B2 825 Challenger Drwe, Green Bay, WI 5431 1 ~8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 . P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
% e S P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Wwhar Befter wels ke
————

January 11, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nufrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc, at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in'the immediate future, and may be exploratory
in nature,

“Cell Forte®

SRS 0 R o %2 e
Prov1dmg the perfec,t Organic Purple Kculli Cotn Agaricus (Agaricsu blazei),

Purple mushroom growth medium, Organic Purple Kculli Corn Matiake (Grifola frondosus),
Mushroom the purple keulli corn serves as | Organic Purple Kculli Corn Coryolis (Tremetes versicolor),
Defense™* the mushroom blend’s power | Organic Purple Kculli Corn Reishi (Ganoderma lucidum),

source for ultimate antioxidant
protection.*

Organic Purple Kculli Corn Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

00404

Robert C. Doster
Title: Senior Vice President of Scientific Affa1rs

Date: //If/O(e

If you have any questions, please contact Robert Doster, Senjor Vice President of Scientific Affairs at
(920) 406-3608.

L.

By:

Sincerely,

it p oy

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Ty(er Encapsuiatsons % Vltahne Fermuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Drive, Green Bay, Wi 5431 1 -8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
SRR T YR AT E I P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Whar Better feels liker
A———

January 11, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 ’
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Organic Purple Kculli Corn Agaricus (Agaricsu blazei),
Organic Purple Kculli Corn Matiake (Grifola frondosus),
Organic Purple Kculli Com Coryolis (Tremetes versicolor),
Organic Purple Kculli Comn Reishi {(Ganoderma lucidum),
Organic Purple Kculli Com Extract

RS N i SR %
Boosting the body’s natural
defenses against harmful free-
radicals.*

Cell Forte®

Purple
Mushroom
Defense™*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: wo'&‘{‘

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: //”/Db

If you have any questions, please contact Rcbert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, &“'

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica- &
Tyler Encapsulations - Vitaline Formulas t P“VTOPHARM'CA'
9735 SW Commerce Circle, Suite B2 823 ChaNenger Drlve Green Bay, WI 5431 1-8328
ENZYMATIC THERAPY Wiisonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
m o m oA o P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
Wwoat Belter feels tive” \
A——
January 11, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r){6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate fature, and may be exploratory
in nature.

Cell F orte® Unlike other “kitehen sink” formulas, Purple Organic Purple Kculli Corn Agaricus
Purple Mushroom Defense is empowered with the 4 (Agaricsu blazei), Organic Purple Kculli
Mushroom most clinically studied species of mushroom-all | Com Matizke (Grifola frondosus),
Defense™* grown on antioxidanf-rich Peruvian purple keulli | Organic Purple Kculli Com Coryolis
corn in & Certified Organic facility for targeted {Tremetes versicolor), Organic Purple
deep immune support.® Keulli Corn Reishi {Ganoderma lucidum),
Organic Purple Kculli Corn Extract

I certify that the information contained in this notice is complete and accurate and that Enzymauc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

S o L

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: l/l/ /D &

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

ichael P. Devereux
Chief Operations Officer

Singerely,

hroom Defense 5e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formuias » PhytoPharmica &
Ty!er Encapsulahons B V:tahne Formuias P“YTOPHA“M'CA°
9755 SW Commerce Circle, Sutte B2 825 Chalienger Dnve, Green Bay, Wl 5431 1—8328
ENZYMATIC THBBAPY . Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
T E B R AT O P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Whar Better feeis tive”
A——————
January 11, 2006 ‘ 4

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(x)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market orplan to market in the immediate future, and may be exploratory
in nature.

Cell Forte® The spec1a1 blend feamres hxgh levels of nattxraﬂy Organic Purple Kculli Corn Agaricus
Purple occurring beta-glucans, arabinoxylans, and (Agaricsu blazei), Organic Purple Kculli
Mushroom arabinogalactans-types of polysaccharides that Corn Matiake (Grifola frondosus),
Defense™* not only store energy, but also help strengthen the | Organic Purple Kculli Corn Coryolis
immune system and balance your body's natural | (Tremetes versicolor), Organic Purple
defenses.*® 1 Keulli Corn Reishi (Ganoderma lucidum),
Organic Purple Kculli Comn Extract

I certify that the information contained in this notice is complete and accurate and that anymatlc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o 2084

Robert C. Doster ,
Title: Senior Vice President of Scientific Affairs

Date: //II/D(;?

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

ichael P. Dev[rJeux &N Z

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations e Vtta(me Formu(as P"YTDPHARM'CA°
9755 SW Commerce-Circle, Suite B2 825 Chaﬂenger Drive, Green Bay, WI 54311~8328
ENZYMATIC THEB ApY . Wilsonville, OR 97070 P:920.469.1313 . F: 888.570.6460 (Enzymatic)
N E R a o P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feeis ie™
a——————

January 12, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Cell Forte® Synergistically, all components activate Organic Pu;rple Keulli Com A garxcus
Purple antioxidant power to amplify your immune (Agaricsu blazei), Organic Purple Kculli
Mushroom functions and mobilize the natural killer cell Corn Matiake (Grifola frondosus),
Defense™* “minutemen” info action.* As the troops Organic Purple Kculli Com Coryolis
scavenges free-radicals, it profoundly enhances {Tremetes versicolor), Organic Purple
your body’s natural defenses.* Keulli Corn Reishi (Ganoderma lucidum),
Organic Purple Kculli Comn Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatlc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o P00

Robert C, Doster \
Title: Senior Vice President of Scientific Affairs

Date: /Z]Z/&lﬁ

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Singerely,

ichael P. Devereux \\JA) Z

Chief Operations Officer

shroom Defense 7e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SwW Comt;herce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY " Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
MO B e R o P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)

What Better feels tive”
————

January 12, 2006

Office of Nutritional Products, Labeling &.
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutritidn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Cell Forte® Purple - Protects against free radicals* Organic Purple Kculli Corn Agaricus (Agaricsu
Mushroom DefenseT™* \ : blazei)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L0044

Robert C. Doéter *
Title: Senior Vice President of Scientific Affairs

By:

Date: ///2,/0@

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. :

Sincerely,

ichael P. Devereux Z

Chief Operations Officer




"INTEGRATIVE THERAPEUTICS INC.” EMZYMATIC THERAPY®

NF Formuias <« PhytoPharmica &
Tyler Encapsuiat:cms ¢ Vitaline Formulas "HYTOPHARM'CA'
9755.5W Commerce Circle, Suite B2 825 Chaﬂenger Dreve, Green Bay, Wi 5431 1 8328
ENZYMATIC THEBAPY " Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
M m R R AT e P: 503.582.8386 « F: 503.582.0467 - . P:920.469.9099 « F:920.469.4418 (Phyto)

Woar Better feets ke
———

January 12, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the followmg product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future;, and may be exploratory
in nature.

Cell Forte@ Purple B Increases natural killer cell Organic Pruple Keulli Com Coryohs (Tremetes
Mushroom Defense™* | activity.* versicolor)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

RLfodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 1//;/0@

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devereux
Chief Operations Officer




) INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®
NF Formulas « PhytoPharmica &

Tyler Encapsulahons « Vltahne Farmulas PHYTOPHARMICA®
9755 SW Cnmmerce( Circle, Suite B2 - 825 Chaﬂenger Dnve, Green Bay, Wl 5431 1-8328
ENZYMATIC THE BADY Wilsonville, OR 97070 ' P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e T —— ' P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

woat Better feels itze™
a———————

Tanuary 12, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

“Cell Forte® Purple | Stimulates e immune activit.* . rgamc Purple Kuﬂj Corn Matiake (Grifola
Mushroom Defense™* ﬁondosus)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o MO

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: | / { 2lolk

If you have any questions, please contact Robert Daster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsulatmns « Vttalme Formulas P"YTOPHAR"MCA‘
9755 SW Commerce Clrde, Suite B2 825 Challenger Dnve, Green Bay, WI 5431 1~8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888,570.6460 (Enzymatic)
R P: 503.582.8386 « F:503.582.0467 P: 820.469.9099 « F: 920.469.4418 (Phyto)
Whar Better feis live: \
AP————
January 12, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 ,
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are

not necessarily for a product we currently market or plan to market in the immediate futuré, and may be exploratory
in nature.

Cell Forte® Purple | Promotes 1ongevxty* R Org Ie Keulli Com Reishi(Goderma
Mushroom Defense™* lucidum)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

o Leoedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: f/LZ /OJa

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

SW p

Michael P. Devereux
Chief Operations Officer

Mushroom Defense 11e



/ lNTEGRAT!VE THERAPEUTICS INC.” ENZYMATIC THERAPY"®
NF formulas « PhytoPharmica &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 . 825 Challenger Drive, Green Bay, Wi 54311-8328
TIC THERAPY © Wilsonville, OR 97070 P: 920.469:1313 « F: B88.570.6460 (Enzymatic)
e m g = P: 503.582.8386 « F:503.582.0467. ' P:920.469.9099 « F:920.469.4418 (Phyto)
What Better feeis tike”
A———————
January 12, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 i
Center for Food Safety and Applied Nutrition
Food and Drug Administration ’
5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

=

Ltk
Cell Forte® Purple Features ultimate antioxidant Organic Purple Kculli Corn Extract
Mushroom Defense™* | strength.*

I certify that the information con‘tained,,in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LA

Robert C. Doster -
Title: Senior Vice President of Scientific Affairs

Date: l/[ L/O(p

If you have any questions, pleasé contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. :

Sincerely,

Mi&l P. Devereu@ \\«‘” 1

Chief Operations Officer

gﬂﬁm‘i Mushroom Defense 12¢
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